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16. Industry Studies: This is a C@ company sponsored study, The
ICQS Corporation, 22021 20&Avenue S.E., Bothel~ WA 98021. No mem
investigative team has had any role in the dasign of this protocol or has any
‘interest in the ICOS Company. The IND number is EB-IND 6421 and is he
ICOS Corporruion.
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Other Funding: None.

CancerStudies: ‘Ilk is not a cancer study.

Biological Materials Transfer Agreement: N/A

Investigational Drug Fact Sheet: See attached sheet.

Conflict of Interest: See attached sheet.

Nursing Stafh All procedures associated with this protocol 1
be done by research personneL T’heroare no nursing mfresponsib

infommtion Sewice: NiA

Waived Consenk
(1) Subjects with hemorrhagic shock am in a life-threatening

situatioz available treatments are unproved or unsatisfactory
randomized, placebo controhd trialis necessary to detcrmi
and effectiveness of Hu23F2G. The FDA has given approw
this study under waiver of informed consent. TIM m
lND 7371. A copy of the FDA notification is inciuded with
application,

Obtaining infonncd consent is not fwible because the subje
be abic to give their informed consent as a result of their me
HU23F2G must be administered bdore consent from most c
legally authorized representative i9 feasiblq and there is no I
to identify prospectively theindividuals likely to sufkr tnuu

hemorrhagic shock. In the Drevious pilot study, only 10% c
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meeting cfisibility criteria c&ld be consented. - -

Participation in this research holds out the prosp~ ofckectL
because animal data clearly shows attenuation of the isck “ mpmtfision

*htjury which is the most !ikeiy cause of early organ t?tiiure. I the dose

1
picke~ FIu23F2G wiil maintain saturation at above 80% for pproxknatdy
22 hours which is the time that the mpefilon injury occurs.j
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. 1.Following this saturation, fhlls off rapidly and as such the rk of infection
is very 10W,This trandatcs into a risk benefit ratio which is @y likely to
show benefit,

(4)

4

Thii cIinical study can not practicably be carried out without he waiver
because less than 10% of eligible subjects have a next-of-kin r !egally
authorized representative available to provide consent in a “ eiy manner,

m 1Evidence from animal studies suggest that the potential ther peutic

1
window for Hu23F2G therapy is within the first several hour foIiowing
injug and resuscitation. Investigators in this study are co ‘tted to

1

attempting to contact a legally authorized representative for ach subject
within three hours of resuscitation room admission in order t obtain
consent rather than proceeding without consent.‘IINFDA requested
thisof thisstudy. The investigator w“llsumrnariza efEortsm e to cantact
legally authorized representatives and this information Ml e available to
the IKE at the time of continuing review.

A$vuaibn

IFor the f!rst three hours tier admission the following will b used to
attempt to contact a legally authorized representative by the tudy research
nurse: (algorithm attached)

{

An attempt will be made to try to obtain a ph no number
from the patient, All personal belongings and Iothing of the
patient wiNbe searched for any identification ~r phone
numbers. Ifsucce9sfb~ attempts will be

1-

8 to
telephone and identi$ the next of kin or Iegrd
repnsentative. Telephone contact will be tri every 5
minutes, lf successu the study wiil be expl ned in detail
and the consent will be faxed to that person f r signature
and returned by k

. The poiica agency (if any) investigating the in ●dent wiH
be contacted in an tiort to identifj fbntily or @
repmsentzuive. If successfid, the procedures hove will
be fouowed.

1
.

i

The arnbuianca personnel transporting the pa ent to the
hospital will be queried for information con rning f$rniiy
at thes- of the trauma. If sucxusfi~ the Aura
above wiUbe followed.
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I. All attempts to find the family or legai repres~tative will
be documented in the patients medical chart aqd in the
retained research record. !

i
. ADuring the first three hours following admisai L study

r

personnel will attempt to obtain informed con t form the
subj~ or Iegally authorized representative. no one can
be reached by the end of the threehour petio then the
subject may be enrolled and dosed with Waiv?ofhhmed
Consent if all eEgibMty criteria are satisfied. ~

+

(6) When fmiiy is Iocated or anives at the hospi~ the study ● be
explahed by study personnei. They will be informed that th may
discontinue participation at any time without penalty of loss of bene& of
care to the patient, They will be asked to sign a ~nsent. S4 attached.

IWhen the patient becomes able to comprehext~ the study wii be explained

\

to hidher and they will be asked to sign a cement form.,Ift cy decline to
participate, they will be asked to sign the “DexJine to Contin e to
Participate” ponion of the patient consent form.

4
If the subject entered with waiver of consent dies before a 1 ally
authorized representative or fhrdy member can b Coxttii information
about the cliiicai investigation wiIl be provided to them aa awn as feasible
by a member of the research team. A copy of that form is att@ed,

m 4An independent data monitoring committee, approved by th FDA has
bean established to exerciseoversightof this clinical inv “ tion.

(8) Each of the attend”mgph~kians for the Trauma Division are !co-
investigators and schooled In the protocol. When patients ~e admitted

4
to the resus room that are thought to be eligible for the uud the Luearch

!nurse is called. These nurses are on cdl 24 hoursa day. ‘l% come into

‘?hospita~ evaiuate the patient for potential entry and call the rincipai
Investigator,Dr.Hoytoroneof the co-investigators. Ifbe

&
thatthe

patienth ciigible, the research nurse begins the consent proc outlined in
items # 5 & 6 above.

238 Whud Canau

IThe mffnurses inthe Surgical Intensive Care Unit (SICU) are insewbd
atone of sevmd 1S minute talks. They are provided with an~ovemiew of
the study and the study drq potential side effkctq and give~ the research
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co-ordinator’s phone and beepernumbers for any problems o questions
hat might arise in the STCUakr the study drug is givem A mrd is kept
in the study file of all who attended.

Community Conmdtdom
1. AdvisoryBoardforWaiverofConsent in Emergency Meeting: lThis mtiing

was heid on March 12, 1998 “mthe ccmf~nce room at the Dean of the School of
Medicine’s oflhx, [nciuded in this Board were members BorntheHispanic~d Pan-Ashm
communities. Those in attendance expressed favorsble opininons of the protocolandgwe

1input as to how they &it their communities in general would react. The att deea and
minutes of this meeting are on file with the IRE.

2. Public Meeting. A public meeting was held at UCSD Medical C~ter on the
evening of March 13,1998.Noticeswereplacedinthe followingpaperx

- SanDiegoEvenin8 Tribune I
i

- Voice and Viewpoint (Hack community)
- La Prensa(Hispaniccmmunity)
- UPAC(Unionof Pan-Asian Communities) Bulletin Board ]

I

- Linda Vista Health Care Bulletin Board. (Asian community
This meeting was attended by five community members. They stated that t ey had no
objection to the waived consent process in this ktstanca. Theunanimous nsensus was
that if one of theirbed oneswem to be in art awident and needed this dm theywould
want them to panicipato in this study. IWnutes of this meeting are orI file wi the IRB.
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